Thursday 
October  1f  1981 


Part  VII 

Department  of 
Health  and  Human 
Services  _ 

Health  Care  Financing  Administration 

Medicare  and  Medicaid  Program;  Less 
Than  Effective  Drugs  and  Inpatient 
Hospital  Tests 


48550 


Federal  Register  /  Vol.  46,  No.  190  /  Thursday,  October  1,  1981  /  Rules  and  Regulations 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Health  Care  Financing  Administration 
42  CFR  Parts  405  and  441 

Medicare  and  Medicaid  Program;  Less 
Than  Effective  Drugs  and  Inpatient 
Hospital  Tests 

AGENCY:  Health  Care  Financing 
Administration  (HCFA),  HHS. 

ACTION:  Interim  final  rule  with  comment 
period. 

SUMMARY:  This  rule  amends  current 
Medicare  and  Medicaid  regulations  to 
implement  two  provisions  of  the 
Omnibus  Budget  Reconciliation  Act  of 
1981  (Pub.  L.  97-35).  Those  provisions 
are  intended  to  assure  that  Federal 
funds  are  properly  expended  for  drug 
products  and  inpatient  tests  without 
endangering  the  quality  of  care  provided 
Medicare  and  Medicaid  beneficiaries. 
The  amendments  pertain  to  the 
following  subjects: 

I.  Prohibition  of  the  use  of  Federal 
funds  under  the  Medicare  Part  B  and 
Medicaid  programs  for  drugs  that  the 
Food  and  Drug  Administration  of  HHS 
has  proposed,  in  a  notice  of  opportunity 
for  hearing,  to  withdraw  from  the 
market  because  they  are  less  than 
effective.  (Section  2103  of  Pub.  L.  97-35). 

II.  Prohibition  of  the  use  of  Federal 
funds  under  the  Medicaid  program  for 
routine  inpatient  hospital  tests  unless 
they  are  ordered  by  the  attending’ 
physician  or  other  responsible 
practitioner  for  purposes  of  diagnosis 
and  treatment  of  a  patient’s  specific 
condition.  This  prohibition  does  not 
apply,  however,  for  inpatient  hospital 
tests  furnished  in  emergency  situations. 
(Section  2164  of  Pub.  L.  97-35). 

EFFECTIVE  DATE:  October  1, 1981  (see 
Supplementary  Information  for  further 
explanation).  Although  these  regulations 
are  being  issued  in  final  for  reasons 
described  in  the  Supplementary 
Information  section,  we  will  consider 
any  comments  mailed  by  December  30, 
1981,  and  we  will  revise  the  regulations, 
if  necessary. 

ADDRESS:  Address  comments  in  writing 
to:  Administrator,  Department  of  Health 
and  Human  Services,  Health  Care 
Financing  Administration,  P.O.  Box 
17073,  Baltimore,  Maryland  21235. 

If  you  prefer,  you  may  deliver  your 
comments  to  Room  309-G,  Hubert  H. 
Humphrey  Building,  200  Independence 
Ave.,  S.W.,  Washington,  D.C.,  or  to 
Room  789,  East  High  Rise  Building,  6325 
Security  Boulevard,  Baltimore, 
Maryland. 

In  commenting,  please  refer  to  BPP- 
176-FC.  Agencies  and  organizations  are 


requested  to  submit  comments  in 
duplicate. 

Comments  will  be  available  for  public 
inspection,  beginning  approximately  two 
weeks  after  publication,  in  Room  309-G 
of  the  Department’s  office  at  200 
Independence  Ave.,  S.W.,  Washington, 
D.C.,  20201  on  Monday  through  Friday  of 
each  week  from  8:30  a.m.  to  5:00  p.m. 
(202-245-7890). 

Because  of  the- large  number  of 
comments  we  receive,  we  cannot 
acknowledge  or  respond  to  them 
individually.  However,  if  as  a  result  of 
comments,  we  believe  that  changes  are 
needed  in  these  regulations,  we  will 
publish  the  changes  in  the  Federal 
Register  and  respond  to  the  comments  in 
the  preamble  of  that  document. 

FOR  FURTHER  INFORMATION  CONTACT: 
Henry  J.  Hehir,  301-594-8561.  - 
SUPPLEMENTARY  INFORMATION: 

I.  Less  Than  Effective  Drugs 

A.  Background 

Both  the  Medicare  program  under  title 
XVIII  and  the  Medicaid  program  under 
title  XIX  of  the  Social  Security  Act 
reimburse,  under  certain  circumstances, 
for  drugs  provided  to  eligible 
individuals.  Medicare  is  authorized, 
under  sections  1812(a),  1832(a), 

1861(b)(2),  1861(h)(5),  1861(b)(2)  and 
1861  (t)  of  the  Act,  to  provide  coverage  of 
drugs  under  Part  A  (Hospital  Insurance) 
when  they  are  furnished  during  a ' 
Medicare-covered  stay  in  a  hospital  or 
skilled  nursing  facility;  and  under  Part  B 
(Supplementary  Medical  Insurance)  for 
drugs  which  cannot  be  self-administered 
and  are  furnished  incident  to  a 
physician’s  professional  service  or  in  the 
outpatient  department  of  a  hospital. 
Medicare’s  regulations  implementing 
these  statutory  provisions  are  set  forth 
in  42  CFR  405.116(a),  405.125(a),  and 
405.231. 

Under  the  Medicaid  program.  States 
may  reimburse  for  prescribed  drugs  as 
an  optional  item  of  service  under  section 
1905(a)(12)  of  the  Act.  As  specified  in 
regulations  at  42  CFR  440.120,  drugs 
must  be  prescribed  by  a  physician  or 
other  licensed  practitioner  of  the  healing 
arts  within  the  scope  of  his  or  her 
professional  practice,  as  defined  and 
limited  by  Federal  and  State  law. 
Currently,  51  of  the  54  States  and 
jurisdictions  with  Medicaid  programs 
include  Coverage  of  prescribed  drugs. 

The  1962  amendments  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (Pub.  L. 
87-781,  October  10, 1962)  added  the 
requirement  that  new  drugs,  as  defined 
in  that  Act,  section  201(p),  21  U.S.C.  321 
(p),  be  found  to  have  substantial 
evidence  of  their  effectiveness  under  the 
conditions  that  are  prescribed, 


recommended,  or  suggested  in  the 
proposed  labeling,  before  they  can  be 
approved  for  marketing.  Before  those 
amendments,  the  statute  required  that 
new  drugs  only  be  found  safe,  rather 
than  both  safe  and  effective,  before 
marketing.  Authority  under  the  new 
drug  provisions  of  the  Federal  Food, 

Drug,  and  Cosmetic  Act  has  been 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.10). 

In  addition  to  new  drugs  proposed  for 
marketing  in  the  future,  the  1962 
amendment  applied  retroactively  to  all 
drugs  approved  as  safe  by  the  Food  and 
Drug  Administration  (FDA)  from  1938  to 
1962.  Because  an  estimated  4,000  pre- 
1962  drug  products  needed  to  be 
reviewed  for  effectiveness,  FDA 
contracted  with  the  National  Academy 
of  Sciences,  National  Research  Council 
(NAS-NRC)  on  June  16, 1966,  to  review 
those  drugs  and  report  to  FDA  findings 
and  recommendations  with  respect  to 
their  effectiveness.  NAS-NRC  reviewed 
the  drugs  and  forwarded  to  FDA  for 
review  and  an  initial  determination  by 
that  agency  as  to  effectiveness.  FDA 
classified  each  labeled  indication  for 
each  drug  as:  effective,  probably 
effective,  possibly  effective,  or 
ineffective.  The  program  was  named  the 
Drug  Efficacy  Study  Implementation 
(DESI). 

FDA  published  in  the  Federal  Register 
a  notice  of  the  effectiveness  rating  for 
each  indication  of  each  drug  in  the  DESI 
program.  For  those  drugs  determined  to 
be  less  than  effective,  it  has  been 
necessary  for  FDA  to  review  any 
additional  evidence  submitted  by  the 
manufacturers  in  support  of  their 
therapeutic  claims  for  the  drugs.  If  the 
Bureau  of  Drugs,  FDA,  then  decides  that 
a  drug  product  lacks  substantial 
evidence  of  effectiveness  for  the 
conditions  it  is  intended  to  threat,  it 
publishes  in  the  Federal  Register  a 
notice  of  opportunity  for  hearing 
(NOOH)  on  a  proposal  to  withdraw 
approval  for  marketing.  This  notice 
affords  the  manufacturer  an  opportunity 
for  a  hearing  before  a  final 
determination  by  FDA  that  a  drug  lacks 
substantial  evidence  of  effectiveness  for 
any  claim  and  is  no  longer  approved  for 
marketing.  The  Commissioner  of  FDA 
has  redelegated  the  authority  to  issue  an 
NOOH  to  the  Director  and  Deputy 
Director  of  the  Bureau  of  Drugs  (21  CFR 
5.82(a)). 

The  Drug  Amendments  of  1962  also 
made  changes  in  the  classification  of 
drug  products.  Before  1962,  section  507 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  established  certification  and  other 
procedures  for  certain  specifically 
named  antibiotic  drugs  determined  to  be 
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safe  and  effective.  Other  antibiotics 
were  regulated,  along  with 
nonantibiotics,  under  section  505  of  that 
Act  and  were  approved  on  the  basis  of 
safety.  The  1962  amendments  changed 
this  system  by  making  all  antibiotics 
subject  to  section  507  and  allowing 
those  that  were  switched  from  section 
505  to  be  certified  unless  they  were 
determined  to  lack  substantial  evidence 
of  effectiveness. 

Thus,  the  DESI  review  encompassed 
both  new  drug  products  (section  505 
drugs)  and  antibiotics  (section  507 
drugs).  The  standards  that  must  be  met 
to  show  safety  and  effectiveness  apply 
equally  to  nonantibiotics  and 
antibiotics,  and  the  procedures  for 
removing  both  kinds  of  drugs  from  the 
market  are  similar  in  that  an  NOOH  is 
offered. 

B.  New  Legislation 

If  a  determination  has  been  made  that 
a  drug  is  less  than  effective  for  all 
conditons  of  use  and  an  NOOH  to  that 
effect  has  been  published,  Congress 
believes  that  the  drug’s  use  should  not 
be  reimbursed  under  the  Medicare  Part 
B  and  Medicaid  programs  unless  there  is 
a  compelling  justiff  cation  for  its  medical 
need.  Therefore,  Congress  enacted 
section  2103  of  Pub.  L  97-35,  the 
Omnibus  Budget  Reconciliation  Act  of 
1981.  Section  2103  adds  sections  1862(c) 
and  1903(i)(5)  to  the  Social  Security  Act. 

Section  1862(c)  of  the  Act  prohibits 
payment  under  Medicare  Part  B  for  any 
drug  product  (1)  that  was  approved  by 
FDA  before  October  10, 1962,  (2)  that  is 
furnished  to  beneficiaries  only  upon 
prescription,  (3)  that  is  the  subject  of  an 
NOOH  issued  under  section  505(e)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  and  published  in  the  Federal 
Register  stating  that  substantial 
evidence  of  the  effectiveness  of  the  drug 
product  for  all  its  uses  is  lacking,  and  (4) 
for  which  the  Secretary  has  not 
determined  there  is  a  compelling 
justification  for  its  medical  need. 

The  prohibition  in  section  1862(c)  of 
the  Act  applies  both  to  drug  products 
named  in  the  NOOH  and  to  those  that 
are  identical,  related,  or  similar  to  the 
drugs  named.  (A  further  explanation  of 
these  related  drugs  is  provided  below 
under  the  next  caption). 

Section  1903(i)(5)  of  the  Act  requires 
that  Federal  payment  under  Medicaid 
not  be  made  for  any  drug  product  that  is 
excluded  from  payment  under  Medicare 
Part  B  because  of  section  1862(c)  of  the 
Act. 

C.  Provisions  of  the  Regulations 

1.  Drugs  affected.  Two  categories  pf 
drugs  are  affected  by  these  regulations. 
The  first  category  includes  any 


prescription  drug  approved  by  FDA 
before  October  10, 1962,  for  which  FDA 
has,  upon  reevaluating  it  for  efficacy, 
proposed  an  order  to  withdraw  approval 
of  the  drug  because  of  a  lack  of 
substantial  evidence  of  its  effectiveness. 

As  specified  in  the  legislation,  these 
regulations  apply  only  to  section  505 
drugs,  including  antibiotic-containing 
drug  products  originally  approved  and 
currently  regulated  under  section  505. 
Even  though  the  Bureau  of  Drugs  issues 
NOOHs  for  section  507  drugs 
(antibiotics]  that  are  found  to  lack 
substantial  evidence  of  effectiveness. 
Congress  did  not  extend  its  prohibition 
on  Federal  funds  to  those  drugs.  For  this 
reason,  we  are  not  including  section  507 
drugs  in  these  regulations.  Further, 
antibiotic  drugs  approved  prior  to  1962 
under  section  507  and  later  transferred 
to  section  505  are  not  covered  by  these 
regulations.  However,  we  are  requesting 
interested  parties  to  comment  on  the 
possibility  of  including  section  507  drugs 
some  time  in  the  future. 

The  second  category  of  drugs  includes 
other  products  that  are  identical, 
related,  or  similar  to  the  first  category. 
These  products  are  so-called  "me-too" 
drugs  that  were  marketed  under 
different  names  or  by  different  firms, 
without  fDA’s  approval. 

An  NOOH  specifically  names  only 
those  drug  products  that  are  the  subject 
of  new  drug  applications,  because  it  is 
not  feasible  for  FDA  to  list  identical, 
related,  and  similar  products  that  are 
not  explicity  subjects  of  those 
applications.  However,  to  achieve  the 
purpose  for  which  the  statutory 
requirement  for  efficacy  review  was 
enacted,  it  is  essential  that  efficacy 
decisions  be  applied  to  all  identical, 
related,  or  similar  drug  products.  This 
applicability  is  described  in  21  CFR 
310.6.  Consequently,  FDA  applies  the 
same  regulatory  policy  to  these  drug 
products  even  though  they  are  not  listed 
in  the  Federal  Register  notice.  The  FDA 
regulations  (21  CFR  310.6(a))  specify  that 
manufacturers  and  distributors  of  chugs 
should  review  their  products  as  drug 
efficacy  notices  are  published,  and 
assure  that  their  identical,  related,  or 
similar  products  comply  with  the  drug 
efficacy  notices. 

While  sections  1862(c)  and  1903(i)(5) 
of  the  Act  prohibit  Medicaid  and 
Medicare  Part  B  reimbursement  for 
drugs  determined  to  be  less  than 
effective,  they  also  provide  for  an 
exception.  It  as  indicated  above,  the 
Secretary  determined  that  there  is  a 
compelling  justification  for  a  drug’s 
medical  need,  then  the  statute  allows  us 
to  continue  reimbursement  for  that  drug 
regardless  of  its  FDA  standing.  — 


Congress  did  not  specify  in  either  the 
legislation  or  the  conference  reports 
how  or  when  such  a  determination 
would  be  made.  FDA  has  already  made 
a  “compelling  justification” 
determination  for  certain  DESI  drugs  in 
order  to  permit  their  continued 
marketing  while  additional  testing  is 
conducted  in  an  attempt  to  demonstrate 
their  effectiveness.  These  drugs  are 
designated  as  “paragraph  XIV”  drugs 
and  were  exempted  from  the  timetable  • 
established  in  a  court  order  for  removing 
less  than  effective  drugs  from  the 
market  (American  Public  Health 
Association  v.  Veneman,  349  F.  Supp. 
1331  (D.D.C.  1972)).  Drugs  were  put  in 
paragraph  XIV  status  when  FDA 
determined  that  there  was  a  compelling 
justification  for  the  drugs’  medical  need. 

FDA's  current  procedure  is  to  revoke 
the  paragraph  XIV  exemption  prior  to  or 
simultaneously  with  the  issuance  of  an 
NOOH.  Thus,  technically,  an  NOOH  is 
not  issued  with  respect  to  a  paragraph 
XTV  drug.  Rather,  the  NOOH  is  issued 
when  the  drug  is  removed  from 
paragraph  XIV  status.  Similarly,  if  an 
NOOH  had  been  issued,  and  thereafter 
a  drug  was  put  in  paragraph  XIV  status, 
the  latter  action  is  considered  as 
revoking  the  NOOH.  Therefore,  a  drug 
product  is  subject  to  either  an  NOOH  or 
the  paragraph  XTV  exemption,  but  not  to 
both  at  the  same  time. 

One  could  interpret  the  legislation  as 
referring  to  paragraph  XTV  drugs. 
Another  interpretation  is  that  the 
determination  is  not  restricted  to 
paragraph  XIV  drugs,  but  rather 
represents  a  different  set  of 
determinations  from  those  made  earlier 
by  FDA.  The  short  time  frame  for 
implementing  section  2103  of  Pub.  L  97- 
35,  precluded  an  opportunity  for 
reviewing  all  options  for  determining 
compelling  medical  need  for  the  drugs. 
At  this  time,  these  regulations  limit  any 
determination  made  under  this  section 
of  the  Act  (1862(c)(1)(D))  to  those  made 
by  FDA  under  the  paragraph  XTV 
exemption.  We  are,  however,  reviewing 
options  and  welcome  comments  on 
procedures  we  might  use  in  the  future. 

2.  Point  of  termination  of  Federal 
reimbursement.  We  will  terminate 
Federal  reimbursement  under  the 
Medicare  Part  B  and  Medicaid  programs 
for  the  affected  drugs  when  FDA  has 
published  in  the  Federal  Register  an 
NOOH  on  a  proposed  order  to  withdraw 
approval  for  a  diug  because  that  drug  is 
determined  to  lack  substantial  evidence 
of  effectiveness  for  all  conditions  of  use 
prescribed,  recommended,  or  suggested 
in  its  labeling.  If  any  drug  that  is  the 
subject  of  an  NOOH  is  subsequently 
proven  to  be  effective,  the  Federal 
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government  will  reimburse  under 
Medicare  Part  B  and  Medicaid  claims 
that  were  denied  during  the  period  the 
NOOH  was  in  effect  because  the  drug 
was  determined  less  than  effective. 

Although  the  statute  did  not  specify 
the  length  of  time  between  the  date  the 
NOOH  is  published  and  the  date  we 
would  no  longer  reimburse  for  the 
affected  drug,  we  believe  it  would  be 
virtually  impossible  to  inform  all 
interested  parties  (Medicare  contractors, 
Medicaid  State  agencies,  physicians, 
pharmacists,  medical  facilities,  and 
others)  of  the  FDA’s  action  on  the  same 
day  the  NOOH  is  published.  We 
published  a  notice  of  proposed 
rulemaking  (NPRM)  in  the  Federal 
Register  on  June  5, 1980  (45  FR  37858) 
that  proposed  some  restrictions  in  the 
Medicare  and  Medicaid  policies  of 
reimbursing  for  less  than  effective  drugs. 
Comments  we  received  in  response  to 
that  NPRM  indicated  that  it  would  be 
appropriate  to  allow  at  least  30  days  for 
notification  of  interested  parties  when 
FDA  published  a  determination  in  the 
Federal  Register.  We  agree  with  these 
comments. 

Therefore,  although  the  statutory 
provision  takes  effect  when  the  NOOH 
is  published,  we  will,  in  the  exercise  of 
our  enforcement  discretion,  grant  a 
grace  period  of  30  days  before  we 
terminate  reimbursement  under  this 
provision.  The  prohibition  on  the  use  of 
Medicare  Part  B  funds  to  pay  for  less 
than  effective  drugs  furnished  to 
beneficiaries  would  be  enforced  with 
respect  to  drugs  furnished  to 
beneficiaries  after  the  30th  day 
following  the  date  of  publication  of  the 
NOOH  in  the  Federal  Register. 

Similarly,  for  Medicaid,  the  prohibition 
on  Federal  financial  participation  (FFP) 
would  be  enforced  with  respect  to  drugs 
purchased  by  or  provided  to 
beneficiaries  after  the  30th  day 
following  the  publication  of  the  NOOH. 

When  an  NOOH  is  published  in  the 
Federal  Register,  we  will  notify 
Medicare  contractors  and  Medicaid 
State  agencies.  We  will  expect  them  to 
forward  the  information  to  their 
providers  and  suppliers. 

We  will  also  distribute  and  publish  in 
the  Federal  Register  a  list  of  all  the 
drugs  that  have  been  the  subject  of  an 
NOOH  before  the  publication  date  of 
these  regulations.  Although  this 
regulation  is  effective  October  1. 1981, 
we  are,  in  the  exercise  of  our 
enforcement  discretion,  allowing  a  90- 
day  grace  period.  Therefore,  the 
prohibition  against  Federal 
reimbursement  will  be  enforced  for 
these  drugs  beginning  January  1, 1982. 
(See  discussion  below  regarding 
effective  date.) 


D.  Effective  Date  of  the  Regulations 

These  regulations  are  effective 
October  1, 1981.  However,  in  the 
exercise  of  our  enforcement  discretion, 
we  are  granting  a  grace  period  of  90 
days  during  which  we  will  not  deny 
reimbursement  for  the  affected  drugs, 
nor  will  we  audit  or  disallow  Federal 
funds  for  any  of  the  affected  drugs 
because  they  are  subject  to  an  NOOH. 

We  are  allowing  90  days  in  the  case  of 
Medicare  Part  B  reimbursement  so  that 
Medicare  contractors  have  time  to  make 
the  necessary  system  changes  and  to 
apply  them  to  the  list  of  drugs  subject  to 
NOOHs  before  October  1.  For  the 
Medicaid  program,  we  are  allowing  90 
days  to  provide  States  with  sufficient 
time  to  make  any  necessary  changes  in 
their  claims  processing  systems  to 
implement  these  regulations.  In  addition, 
it  will  be  necessary  for  Medicare 
contractors  and  Medicaid  State  agencies 
to  notify  their  providers  and  suppliers. 

On  January  1, 1982,  the  prohibition  on 
Federal  reimbursement  will  be  enforced 
under  Medicare  Part  B  and  Medicaid  for 
any  drug  that  was  the  subject  of  an 
NOOH  published  before  December  2, 

1981.  For  any  NOOH  published  on  or 
after  December  2,  the  30-day  rule  will 
apply.  For  example,  Federal 
reimbursement  for  expenses  incurred  for 
a  drug  product  that  is  the  subject  of  an 
NOOH  published  December  31, 1981, 
will  be  denied  beginning  January  31, 

1982. 

E.  Applicability  of  Prohibition  to 
Medicare  Part  A 

The  new  statutory  section  1862(c) 
prohibiting  Medicare  payments  for  less 
than  effective  drugs  contains  no 
reference  to  Part  A  of  Medicare;  its 
applicability  is  limited  to  Medicare  Part 
B.  Therefore,  we  are  not  extending  the 
prohibition  to  Part  A  reimbursement  in 
these  regulations. 

II.  Inpatient  Hospital  Tests 

A.  Background 

Under  the  Medicaid  program,  Federal 
matching  funds  are  available  to  the 
States  for  inpatient  hospital  services 
provided  to  beneficiaries.  This  includes, 
in  States  that  choose  the  option, 
inpatient  hospital  services  furnished  to 
persons  aged  65  or  older  in  an  institution 
for  tuberculosis  or  mental  diseases — 
section  1905(a)  (1)  and  (14)  of  the  Social 
Security  Act  and  42  CFR  440.10  and 
440.140. 

Inpatient  hospital  tests  are  part  of  the 
inpatient  hospital  services  provided 
Medicaid  beneficiaries.  In  Pub.  L.  97-35, 
Congress  expressed  the  belief  that  many 
inpatient  hospital  tests  are  performed  (1) 
that  are  not  specifically  ordered  by  an 


attending  physician  or  other  responsible 
practitioner,  and  (2)  that  are  unrelated 
to  a  patient’s  specific  diagnosis  or 
course  of  treatment.  Congress  also  noted 
that  such  tests  have  unnecessarily 
increased  Medicaid  costs  (House  of 
Representatives  Report  97-158,  Vol.  II,  p. 

330) . 

B.  New  Legislation 

In  order  to  address  the  concerns  noted 
above,  Congress  enacted  section  2164  of 
Pub.  L.  97-35.  That  section  amended  the 
Medicaid  law  by  adding  a  new 
paragraph  (i)(6)  to  section  1903  of  the 
Social  Security  Act.  The  amendment 
prohibits  Federal  payment  for  inpatient 
hospital  tests  (other  than  in  emergency 
situations)  that  have  not  been 
specifically  ordered  by  the  patient’s 
attending  physician  or  other  responsible 
practitioner.  Congress  enacted  that 
section  because  it  believes  that  the 
amendment  will  result  in  cost  savings 
without  reducing  the  quality  of  care  to 
beneficiaries  (H.R.  97-158,  Vol.  II,  p. 

331) . 

C.  Provisions  of  the  Regulations 

In  order  to  clarify  the  limits  for 
providing  Federal  matching  funds  to 
States  for  inpatient  hospital  tests,  We 
have  incorporated  the  legislative 
amendment  into  Medicaid  regulations 
by  adding  a  new  section  42  CFR  441.12. 
That  section  specifies  that  Federal  funds 
for  inpatient  hospital  tests  are  not 
available  unless  specifically  ordered  by 
a  physician  or  other  licensed 
practitioner,  acting  within  the  scope  of 
practice  as  defined  under  State  law, 
who  is  responsible  for  the  diagnosis  or 
treatment  of  a  particular  patient’s 
condition.  An  exception  is  provided  in 
the  case  of  emergency  services. 

State  Responsibility 

It  will  be  up  to  the  States  to  determine 
the  manner  in  which  they  will  monitor 
bills  and  conduct  utilization  reviews  to 
assure  that  these  provisions  are  properly 
implemented.  In  our  view,  the  States  are 
fully  capable  of  performing  these 
functions  without  specific  Federal  rules. 
We  are  available,  however,  to  the  States 
at  all  times  for  any  assistance  and 
consultation  they  may  need. 

Responsible  Practitioner 

New  section  1903(i)(6)  of  the  Social 
Security  Act  requires  that  inpatient  tests 
be  ordered  by  the  attending  physician  or 
“other  responsible  practitioner”. 
However,  the  statute  did  not  define  the 
term  “other  responsible  practitioner” 
and  the  House  Report  (H.R.  97-158)  did 
not  address  the  meaning  of  that 
language. 
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We  believe  that  a  “responsible 
practitioner”  is  an  individual  other  than 
an  attending  physician,  acting  within  the 
scope  of  practice  as  defined  by  State 
law,  who  is  responsible  for  the  care  or 
treatment  of  a  particular  patient’s 
condition,  such  as  a  consultant  or  intern. 
This  interpretation  acknowledges  that 
an  individual  other  than  the  attending 
physician  might  be  familiar  with  the 
specific  needs  of  the  patient,  and  could 
order  tests  for  the  purpose  of  diagnosis 
or  treatment  of  that  patient's  condition. 
Therefore,  Federal  matching  funds  will 
be  available  for  State  expenditures  for 
hospital  tests  ordered  by  a  physician  or 
licensed  practitioner  within  the  scope  of 
practice  as  defined  under  State  law. 

For  the  Purpose  of  Diagnosis  or 
Treatment 

As  noted  above,  we  are  requiring  that 
inpatient  tests  be  ordered  by  a  physician 
or  other  licensed  practitioner,  acting 
within  the  scope  of  practice  as  .defined 
by  State  law,  who  is  responsible  for  the 
diagnosis  or  treatment  of  a  particular 
patient's  condition.  We  believe  this 
requirement  is  consistent  with 
Congressional  intent  because  the 
Committee  report  indicated  that  the 
Congress  did  “not  intend  this  provision 
to  in  any  way  restrict  payment  for  tests 
and  other  diagnostic  procedures  the 
patient’s  physician  deems  necessary  for 
the  appropriate  treatment  of  his  or  her 
patient."  (H.R.  97-158,  Vol  a  p.  332)  We 
also  believe  that  the  language  of  our 
regulations  allows  the  practitioner  great 
flexibility  in  determining  which  tests  are 
related  to  the  diagnosis  or  treatment  of 
the  patient.  The  regulations  do  not 
inhibit  the  practice  of  medicine  or 
impinge  on  the  practitioner’s  judgment 

Inpatient  tests  that  are  not  specifically 
ordered  by  the  attending  physician  or 
other  licensed  practitioner  who  is 
responsible  for  the  diagnosis  or 
treatment  of  a  particular  patient’s  illness 
or  injury  would  not  qualify  for  Federal 
matching  funds  under  these  regulations. 
While  physicians  may  have  standing 
orders  for  certain  tests  for  all  their 
patients,  such  as  following  surgery,  the 
test  must  be  specifically  ordered  for  the 
particular  patient.  That  is,  a  test  ordered 
routinely  without  a  predetermined  need 
for  the  test  for  the  particular  patient  will 
not  qualify  for  Federal  matching  funds. 

Emergency  Services 

This  amendment  to  Medicaid  law 
allows  one  exception  to  the  limits  for 
inpatient  testing.  That  exception  applies 
to  emergency  situations.  Federal 
matching  funds  will  be  available  for 
tests  ordered  in  emergency  situations 
even  though  they  are  not  specifically 
ordered  by  a  physician.  The  exception  ‘ 


was  included  because  Congress 
recognized  that,  in  emergency  situations, 
prompt  diagnosis  and  treatment  are 
necessary. 

Current  regulations  at  42  CFR 
440.170(e)(1)  define  emergency  hospital 
services  as  those  “necessary  to  prevent 
the  death  or  serious  impairment  of  the 
health”  of  a  beneficiary.  We  are 
incorporating  this  definition  by 
reference  in  the  regulations  in  order  to 
clarify  when  the  general  restrictions  on 
payments  will  not  apply  to  this 
situation. 

D.  Effective  Date  of  the  Regulations 

These  regulations  are  effective 
October  1, 1981.  However,  in  the 
exercise  of  our  enforcement  discretion, 
we  will  grant  a  grace  period  of  90  days 
before  we  disallow  FFP  for  hospital 
tests  that  do  not  conform  to  the 
requirements  of  these  regulations.  This 
grace  period  is  to  provide  States  with 
sufficient  time  to  implement  the 
regulations,  notify  providers  of  changes 
in  the  law,  and  make  necessary  systems 
changes.  Therefore,  the  prohibition  on 
Federal  funds  for  routine  inpatient 
hospital  tests  not  ordered  by  the 
attending  physician  or  other  responsible 
practitioner  will  be  enforced  on  January 
1, 1982. 

III.  Waiver  of  Proposed  Rulemaking 

We  are  publishing  these  regulations  in 
final  form  without  notice  of  proposed 
rulemaking  procedures.  In  our  view, 
because  the  language  of  the  statute  is 
clear,  publishing  a  proposed  rule  is 
unnecessary  for  the  proper 
implementation  of  these  provisions  and 
would  not  contribute  to  the  clarification 
of  any  issues.  In  addition,  to  the  extent 
that  Federal  dollars  would  be  saved  by 
implementation  of  the  limits  on  inpatient 
hospital  tests,  we  believe  that 
publication  of  proposed  rulemaking 
would  be  contrary  to  the  public  interest. 

Therefore,  we  find  good  cause  to 
waive  notice  of  proposed  rulemaking 
procedures.  However,  we  invite 
comments  from  States,  Medicare 
contractors,  pharmacists,  physicians, 
and  others  interested  in  these  regulatory 
changes,  and  will  make  any  necessary 
changes  as  a  result  of  the  comments. 

IV.  Impact  Analysis 

Executive  Order  12291 

We  have  determined  that  this  final 
rule  does  not  meet  the  criteria  for  a 
major  rule  as  defined  by  section  1(b)  of 
Executive  Order  12291.  That  is,  this  rule 
will  not  have  an  annual  effect  on  the 
economy  of  $100  million  or  more;  or 
cause  a  major  increase  in  costs  or  prices 
for  consumers,  government  agencies, 


industry,  or  a  geographic  region;  or 
cause  significant  adverse  effects  on 
business  or  employment. 

Although  we  have  no  specific  estimate 
on  the  effect  of  the  less-than-effective 
drug  regulations  on  Medicare  and 
Medicaid  expenditures,  we  believe  it 
will  not  be  a  significant  amount.  Any 
savings  realized  by  prohibiting 
reimbursement  for  less  than  effective 
drugs  will  most  likely  be  offset  by 
reimbursement  made  for  substitute  drug 
products. 

With  regard  to  inpatient  hospital  tests, 
the  Congressional  Budget  Office  cost 
estimates  (H.R.  Report  No.  97-158 
accompanying  H.R.  3982,  a  precursor  to 
the  Omnibus  Budget  Reconciliation  Act 
of  1981),  projected  cost  savings  of  $10 
million  in  fiscal  year  1982,  $14  million  in 
fiscal  year  1983,  and  $17  million  in  fiscal 
year  1984  for  two provisions  in  the  bill: 
elimination  of  Federal  funds  for  excess 
preoperative  hospital  stays,  and  for 
routine  administered  tests  unrelated  to 
diagnosis  and  treatment.  Congress  later 
dropped  the  provision  concerning 
excess  hospital  stays.  For  that  reason, 
the  cost  savings  impact  for  the  provision 
covered  in  these  regulations  would  be 
less  than  the  total  impact  indicated 
above.  Even  the  overall  estimates  given 
for  the  two  provisions  do  not  place  these 
regulations  in  the  category  of  a  major 
rule. 

Regulatory  Flexibility  Act 

Section  603(a)  of  Pub.  L.  96-354  (The 
Regulatory  Flexibility  Act  of  1980) 
requires  Federal  agencies  to  prepare  and 
make  public  a  regulatory  flexibility 
analysis  when  regulations  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  businesses 
or  small  governmental  jurisdictions. 
Because  we  expect  that  the  economic 
impact  of  these  regulations  is  not 
significant,  we  believe  a  regulatory 
analysis  is  not  required.  Therefore,  the 
Secretary  certifies,  under  section  605(b) 
of  Pub.  L.  96-354,  that  this  rule  will  not 
have  a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 

PART  405— FEDERAL  HEALTH 
INSURANCE  FOR  THE  AGED  AND 
DISABLED 

42  CFR  Part  405  is  amended  as  set 
forth  below: 

1.  The  authority  citation  for  Subpart  B 
reads  as  follows: 

Authority:  Secs.  1102, 1831-1843, 1861, 1862, 
1866, 1871,  49  Stat.  647,  as  amended,  79  Stat. 
301-312,  313,  325,  327,  331;  42  U.S.C.  1302, 

1395  et  seq. 

2.  Part  405,  Subpart  B  is  amended  by 
revising  §  405.232(c)  to  read  as  follows; 
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§  05.232  Medical  and  other  health 
services;  conditions,  limitations,  and 
exclusions. 

In  addition  to  the  general  exclusions 
specified  in  Subpart  C  of  this  part,  the 
following  conditions,  limitations,  and 
exclusions  shall  apply  with  respect  to 
the  ‘‘medical  and  other,  health  services” 
specified  in  §  405.231; 
***** 

(c)  Drugs  and  biologicals.  The 
following  items  and  services  are 
excluded  from  the  term  "medical  and 
other  health  services”; 

(1)  Any  drug  or  biological  that  can  be 
self-administered,  whether  furnished  by 
a  physician,  a  provider  of  services,  or 
other  than  a  provider  of  services. 

(2)  Any  drug  product  that  meets  all  of 
the  following  conditions: 

(i)  The  drug  product  was  approved  by 
the  Food  and  Drug  Administration 
(FDA)  before  October  10, 1962. 

(ii)  The  drug  product  is  available  only 
through  prescription. 

(iii)  The  drug  product  was  the  subject 
of  a  notice  of  opportunity  for  hearing 
issued  under  seetion  506(e)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
and  published  in  the  Federal  Register  on 
a  proposed  order  of  FDA  to  withdraw  its 
approval  for  the  drug  product  because  H 
has  determined  that  the  product  is  less 
than  effective  for  all  its  labeled 
indications. 

(iv)  The  drug  product  is  presently  not 
subject  to  a  determination  by  FDA, 
made  under  its  efficacy  review  program 
(see  21  CFR  310.6  for  an  explanation  of 
this  program),  that  there  is  a  compelling 
justification  of  the  drug  product's 
medical  need. 

(3)  Any  drug  product  that  is  identical, 
related,  or  similar,  as  defined  in  21  CFR 
310.6,  to  a  drug  product  that  meets  the 
conditions  of  paragraph  (c)(2)  of  this 
section. 


PART  441— SERVICES: 

REQUIREMENTS  AND  LIMITS 
APPLICABLE  TO  SPECIFIC  SERVICES 

Part  441  is  amended  as  set  forth 
below: 

1.  The  table  of  contents  is  amended  to 
add  new  §§  441.12  and  441.25  to  Subpart 
A  as  follows: 

***** 

Sec. 

441.12  Inpatient  hospital  tests. 
***** 

441.25  Prohibition  on  FFP  for  certain 
prescribed  drugs. 

*  *  *  *  ^  * 

Authority. — Sec.  1102  of  the  Social  Security 
Act,  (42  U.S.C.  1302),  unless  otherwise  noted. 

2.  Section  441.10  is  amended  by 
adding  new  paragraphs  (f)  and  (g)  to 
read  as  follows: 

§  441.10  Basis. 

This  subpart  is  based  on  the  following 
sections  of  the  Act  which  state 
requirements  and  limits  on  the  services 
specified  or  provide  Secretarial 
authority  to  prescribe  regulations 
relating  to  services: 
***** 

(f)  Section  1908(i)(5)  for  oertain 
prescribed  drugs  (§  441.25). 

(g)  Section  1903(i)(6)  which  prohibits 
(exoept  in  emergency  situations)  FFP  in 
expenditures  for  inpatient  hospital  tests 
that  are  not  ordered  by  the  attending 
physician  or  other  licensed  practitioner 
(§  441.12). 

3.  A  new  §  441.12  is  added  to  read  as 
follows: 

§  441.12  Inpatient  hospital  tests. 

Except  in  an  emergency  situation  (see 
§  440.170(e)(1)  of  this  chapter  for 
definition),  FFP  is  not  available  in 
expenditures  for  inpatient  hospital  tests 
unless  the  tests  are  specifically  ordered 
by  the  attending  physician  or  other 
licensed  practitioner,  acting  within  the 
scope  of  practice  as  defined  under  State 
law,  who  is  responsible  for  the  diagnosis 


or  treatment  of  a  particular  patient’s 
condition. 

4.  A  new  §  441.25  is  added  to  read  as 
follows: 

§  441.25  Prohibition  on  FFP  for  certain 
prescribed  drugs. 

(a)  FFP  is  not  available  in 
expenditures  for  the  purchase  or 
administration  of  any  drug  product  that 
meets  all  of  the  following  conditions: 

(1)  The  drug  product  was  approved  by 
the  Food  and  Drug  Administration 
(FDA)  before  October  10, 1962. 

(2)  The  drug  product  is  available  only 
through  prescription. 

(3)  The  drug  product  is  the  subject  of  a 
notice  of  opportunity  for  hearing  issued 
under  section  505(e)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  and  published 
in  the  Federal  Register  on  a  proposed 
order  of  FDA  to  withdraw  its  approval 
for  the  drug  product  because  it  has 
determined  that  the  product  is  less  than 
effective  for  all  its  labeled  indications. 

(4)  The  drug  product  is  presently  not 
subject  to  a  determination  by  FDA, 
made  under  its  efficacy  review  program 
(see  21  CFR  310.6  for  an  explanation  of 
this  program),  that  there  is  a  compelling 
justification  of  the  dreg  product’s 
medical  need. 

(b)  FFP  is  not  available  in 
expenditures  for  the  purchase  or 
administration  of  any  drag  product  that 
is  identical,  related,  or  similar,  as 
defined  in  21  CFR  310.6,  to  a  drug 
product  that  meets  the  conditions  of 
paragraph  (a)  of  this  section. 

(Catalog  of  Federal  Domestic  Assistance  >. 
Program  No.  13.714,  Medical  Assistance 
Program  and  No.  13.774,  Medicare — 
Supplementary  Medical  Insurance) 

Dated:  September  16, 1981. 

Carolyne  K.  Davis, 

Administrator,  Health  Care  Financing 
Administration . 

Approved:  September  24, 1981. 

Richard  S.  Schweiker, 

Secretary. 
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